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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andybr drawings which have 
been amended ! and I are the basis for this report and/br sheets containing recAfk^" 

(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT) Authority 
These annexes consist of a total of sheets. 
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This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

22S^ fl ?^ aton ? 8l,l « nder Ru,e 5 6 - 2 ( a >( ii ) w *h regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement a HH ,.o«*uimy, 
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Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/IB 03/P5140 

I. Basis of the report 

andare no, annexed ,o mis reportsmce the7u^c%£!ZamSme^ 
Description, Pages 

1 " 29 as originally filed 

Claims, Numbers 

1 ~ 94 as originally filed 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23 1 (b)) . 

□ the language of. publication of the international application (under Rule 48 3(b)) 

° r£8S^£$^ fUmiShed f ° r the pur P° ses of international preliminary examination (under 

3 " -nS^^ appncation, the 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form 

° ^ ? n^rb^nt!„fehed 0m,a " 0n -<* rea * bte <°™ fe to ft. written sequence 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

(Av moment sheetccn^ning such amendment, must be referred* under Hem 1 and annexed to mis 
6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel to involve an invents <,ton n n k« 
obvious), or to be industrially applicable have not been examined in respect ol. P ( be n ° n " 



□ 
IS! 



the entire international application, 
claims Nos. 86-94 
because: 

the said international application, or the said claims Nos. 86-94 relate to the followina subiect matter whioh 
does not require an international preliminary examination (specify): T °"°wing suDject matter which 

see separate sheet 

° 5*52^^ or said claims Nos. are so unclear 

° could be formed C ' aimS ^ OT S ° lnadet > uate| y su PP orted * the description that no meaningful opinion 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of th* m.H«,ntiH Q 

uSSSS 1 sequence listins to comply with the standard ? rovided io > in ^«^rt^S^iSteSSS? de and/ 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

v - !^JSSEttZSIttJg£B& inven,ive - p " MumM < ""> ,te "*' i *= 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-94 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-94 




No: 


Claims 




Industrial applicability (IA) 


Yes: 


Claims 


1-85 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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D1: US 2003/187074 A1 (J.HUSSAIN ET AL.) 2 October 2003 (2003-10-02) 
™- WO 01/82904 A (AEROPHARM) 8 November 2001 (2001-11-08) 
WO 01/82867 A (AEROPHARM) 8 November 2001 (2001-1 1-08) 
WO 01/82875 A (AEROPHARM) 8 November 2001 (2001-1 1-08) 
D5: US-A-6 1 66 043 (H. IKEDA ET AL.) 26 December 2000 (2000-1 2-26) 



D2 
D3 
D4 



SECTION III: 

Claims 86 to 94 relate to subject-matter considered by this Authority to be covered 
by the provisions of Rule 67. 1 (iv) PCT. Consequently, no opinion will be 
formulated with respect to the industrial applicability of the subject-matter of these 
claims (Article 34(4)(a)(l) PCT). 

SECTION V: 

1 ) The examination has been carried out assuming that the priority is valid, so that P- 
document D1 has not been taken into consideration. 

2) The subject-matter of the claims is novel. 

3) Closest prior art document for the inventive step is one of D2 to D4. Each 
document discloses pharmaceutical compositions comprising a glitazol in 
combination with a biguanide. The first layer or the core may contain a mixture of 
the two components or both the first layer and the core may contain the two active 
ingredients. 

The subject-matter of the present claims differs from this disclosure in that an 
extended release layer comprises the biguanide and an immediate release layer 
comprises the glitazone. 

Since this distribution of the components was not obvious for the person skilled in 
the art, the subject-matter of the claims involves an inventive step. 

4) For the assessment of the present claims 86 to94 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT Contracting States 
The patentability can also be dependent upon the formulation of the claims. The 
EPO, for example, does not recognize as industrially applicable the subject-matter 
of claims to the use of a compound in medical treatment, but may allow, however 
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claims to a known compound for first use in medical treatment and the use of such 
a compound for the manufacture of a medicament for a new medical treatment. 
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